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Re: Guidance for Industry: Drugs, Biologics, Medical Devices Derived from 
Bioengineered Plants for Use in Humans and Animals; Proposed Federal 
Actions; Docket Number 02D-0324 

Dear Sir/Madam: 

CropLife America is pleased to have this opportunity to respond to the U.S. Food and Drug 
Administration (FDA) above-captioned notice appearing in the Federal Reqister on 
September 12,2002.67 FR 57828. The FDA has requested comments in response to their 
combined efforts with the U.S. Department of Agriculture (USDA) to provide guidance with 
regard to the use of plant material to produce biological products (including intermediates, 
protein drugs, medical devices and new animal drugs) via modern biotechnology methods. 

Organized in 1933, CropLife America is the not-for-profit trade organization representing 
global leaders in the development of existing and emerging agricultural technologies for the 
enhancement of crop production. Since CropLife America members are heavily involved in 
the development and application of modern biotechnology methods in agriculture, they are 
committed to the progress and commercialization of plant science technologies that comply 
with applicable federal laws and regulations. 

CropLife America appreciates FDA’s objectives and approach that have resulted in 
publication of this notice. Additionally, we agree with the FDA regarding their focus on the 
unique issues related to the use of biotechnology-derived plant material as a source of 
pharmaceutical products, including those plants infected with engineered vectors containing 
genetic material for the expression of FDA and/or USDA regulated products. 

For the purpose of this response, we are forwarding the following comments for 
consideration in development of science - based policy that characterizes risks and benefits 
within the relevant context and the evolving nature of this technology: 

> The vast majority of the draft guidance addresses issues relating to the safety, purity and 
efficacy of vaccines and drugs; therefore, the environmental and confinement section is 
not comprehensive and needs to be addressed in a separate regulatory forum. A 
separate regulatory statement from the USDA (developed in appropriate consultation with 
other agencies) would provide clarity not only for plant - made pharmaceutical (PMP) 
containment, confinement and production, but for other crops produced through 
biotechnology, intended for uses other than food or feed. 

CBD-032~ csw 
l Representing the Plant Science Industry l 

1156 15th St N.W. * Suite 400 l Washington, D C. 20005 l 202.296 1585 l 202.463.0474 tax * www.cropllfeamenca org 



I  L  

U S  F o o d  a n d  D r u g  Admin is t ra t ion 
Docket  N u m b e r  0 2 D - 0 3 2 4  
February  7, 2 0 0 3  
P a g e  2  

&  Crops  th a t a r e  d e v e l o p e d  th r o u g h  b io techno logy  fo r  industr ia l  u s e  cover  a  b r o a d  
spec t rum o f p r o d u c ts; s o m e  o f wh ich  m a y  b e  i n tended  fo r  fo o d  o r  fe e d  u s e , o the rs  th a t 
a r e  c lear ly  n o t i n t ended  fo r  th e s e  uses.  Fo r  th e  p u r p o s e  o f th e s e  c o m m e n ts, th e  te r m  
p l a n t-m a d e  industr ia l  p r o d u c ts ( P M IPs)  r e fe rs  on ly  to  th o s e  p r o d u c ts n o t i n t ended  fo r  
fo o d  o r  fe e d . It is o u r  pos i t ion th a t P M IPs , l ike p h a r m a c e u ticals, b e  cul t ivated on ly  u n d e r  
p e r m i t, b o th  d u r i n g  th e  fie l d  tes t ing tim e f rame,  a n d  m a in ta ined  fo l low ing  
commerc ia l iza t ion.  

>  P e r fo r m a n c e  ver i f ied a n d  rap id  tes t ing m e th o d o l o g i e s  m u s t b e  p rov ided  to  th e  
a p p r o p r i a te  r e g u l a tory  a g e n c y  by  th e  P M P  a n d  P M IP  p e r m i t app l icants  to  c o n firm  b o th  
th e  qual i ta t ive p r e s e n c e  o f th e  ta r g e t g e n e  a n d  th e  p r o te in  in  th e  r a w  agr icu l tura l  
c o m m o d i ty a t th e  fie l d  -  tes t ing sta g e  a n d  a t commerc ia l iza t ion.  

>  P e r m i t cond i t ions  shou ld  b e  suff iciently c o m p r e h e n s i v e  to  add ress  a n d  m itig a te  th e  
h e a l th , safety, e n v i r o n m e n ta l  a n d  r e g u l a tory  risks assoc ia ted  with th e  u s e  o f fo o d  c rops  
to  p r o d u c e  n o n - fo o d  P M P s  o r  P M IPs . This  w o u l d  inc lude  c o m p r e h e n s i v e  descr ip t ions o f 
h o w  key p r o d u c tio n  aspec ts w o u l d  b e  p e r fo r m e d , inc lud ing  ded i ca te d  l a n d  a n d  
e q u i p m e n t u s e , g r o w e r  cert i f ication, a n d  th e  e n tire c rop  p r o d u c tio n  spect rum,  f rom 
p l a n tin g  to  waste  c rop  d isposal .  T h e  U S D A ’s A n imal  a n d  P lant  Hea l th  Inspec tio n  Serv ice  
( A P H IS )  shou ld  inc lude  m a n d a tory  a u d i ts a n d  inspect ions as  key p e r m i t e l e m e n ts. 

C ropL i fe  A m e r i c a  app rec ia tes  o n g o i n g  e ffo r ts in  th is  a r e a  a n d  o ffe rs  o u r  ass is tance as  a  key 
p l a n t b io techno logy  industry  sta k e h o l d e r . P lease  c o n tact Dr. Isi S idd iqu i  o r  Dr. L e a h  P o r te r  o f 
m y  sta ff a t 2 0 2 /2 9 6 - 1 5 8 5  fo r  fu r th e r  in fo rmat ion  a n d  assistance.  
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